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[4110-03F . - PR
DEPARTMENT OF HEALTH,
EDUCATION, AND WELFARE
- Food and Drug Administration

{ 21 CFR Parts 207,607,807]
. [Dockst No. TIN-0265] )

i PMMEDICAL DEVICES

~ Device Listing Procedures

Hon. . ;
ACTION: Proposed rule. _

SUMBMARY: This propeosal prescribes
procedures for lsting medical devices
pursuant to section 518 of the Federal

Drug, and Cosmetic Act (21 US.C.

AGENCY: Food and Drug Administra- -

360) and sets forth who must list devices,

the times for listing, and how and when
. devices must be Hsted.

. DATES: Comments by November 28,

197%. The Commissioner proposes that
the final regulsiions based on this pro-
pgggl shall be efeciive on ch 31,
i . ’ -

 ADDRESS: Writen comments (four-

coples) to the Hearing Clerk (HFC-20),
“4-85, 5600 Fishers Lane, Rockvilie, Md.
20887, @ - T s
FOR FURTHER INFORMATION CON-
TACT: o A
Thomas V. Kelley, Buresu of Medical
Devices (RFK-1324), Food and Drug
Admintstration, Department of Health,
Educstion, snd Welfgre, 8167 CGeorgia
Ave, Bilver Spring, Md. 20910 (301~
427-T188), . :

SUPPLEMENTARY . INFORMATION:
Finel regulations for Pari 807 (21 CFR
Part 807) governing establishment regis-
tration were published in the FEDERAL
‘RegisTEe of August 23, 1877 (42 FR
42520) . This proposal amends Part 807 to
preseribe the information reguired io
. satisfy the device listing requiremerits of
section 510 of the act. ) N

. PROPOSED RULES

_ing: the Ysting for & device for whicha .
performance standard has been estab-
lished under section 514 of the act (31
‘T.8.C. 3608) or which is subject {o see-
tion 515 of the act (21 U.8.C. 360e) must
be sccompanied by & reference to the
authority for the marketing of the device ~
and a copy of all labeling for such device;
the listing for a restricted device must
be accompanied by a copy of all labeling
for the device, & representative sampling
of advertisements for the device, and,
upon reguest made by the Commissioner
for good cause, & copy of all adveriise-
menty for the device; the Ilisting of &
device tkat is not a restricted devicé must
be accompeanied by the label and package
ingert for the device and s representative
sempling of any other Izbeling for the
device; if the registrant hasg determined
tha$ a particular device is not subject
to ‘sections 514 or 516 of the act or is

" not & restricted device, the Commissicner

may request the submission of & brief
stetement of the basis upon which the
registrant made such determination; the
listing for all devices must be accom-

panied by a statement of the basis for .

believing that the product listed is a
device and not a drug. ’
. ‘Section 510(3) of the sct also provides
for the updating of device lsting infor-
mation. Updating information must be
submitted once during the month of

P ~—-

~June each year and once during the

month of December each year. At that
time, registrants must submit to FDA:
a list of all devices introduced by the
registrant for commercial distributien

- that have not been included in any Hst

previously, filed by him with FDA, a list
of all devices for which the regisirant

- has discontinued commercial distiibu-

* Tn the FapERAL REcisvsr of December

28, 1976 (41 .FR 563%7), the Food and
Drug Admintstration (FDA) gave notice
of the sgency's procedures for imple-
- menting the device listing requirements.
The notice informed owners and gpere-

tors of medical device establishments

that DA would not reguire device list-

ing tnformstion by December 31, 1976, .
but wouzld rether, a8 discusged below, im- -

_ the device listing reguirements
in 1877 by malling the necessaly pro-
cedures, forms, and ciher related infor-
mation to the official corresponident for
each registered establishment.

Section 51¢(5) -of the act requires every
person who Fegisters with FDA to file s
itet of all devices being manufactured,
prepared, propagated, compounded or
processed by him for commereial distri-
bution. This list is to be prepared in such

" form and manner e the Commissioner

may prescribe.

Section 518(5) of the act also requires
the gubmission of the following addi-
tional Information with the device list-
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tlon, a list of all devices for which the
registrant has previously filed & notice
of discontinuance with FDA and for '
which the registrant has resumed com-
merclal distribution, and .any materiel
-change in spny information previously -
submitted pursuani o section 510(§) of -

the sct. A new Hsting of a device or a

noticé of resumpiion of commercial dis-
trthution’ of s device must be accom- =
panied by the appropriate labels, label-.
Ing, and advertisements for the deviece,-
as noted above. - D )

. DEFINITIONS

The Commissioner is proposing to add
to § 307.3 a new paragraph (1} that de-
fines “restricted device” to mean a device
for which the Comumissloner, by regula-
tion under § 801.109 (21 CFR 801.109)
or otherwise under section 520(e)} of the
act (21 U.B.C. 368){e)}, bas restricted
te ssle, distribution, or use only upon the-.

- written or orel authorization of a prac-
" ¢itloner licensed by law to administer or
" 1ise the device or upen such other con-

ditions as the Commissioner may pre- .
scribe in the regulation. For devices In
commercial distribution before enact- -
ment of the Médical Device Amendments
of 1976, the definltion includes all devices
désignated as prescription devices by’
§ 801.108. A postepactment “restricted

.device” is a device so designated under

A3

section 520(e) of the act. For example,
in the FeoEral. REGISTER of February 15,.
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1977 (43 FR 9386}, FDA fssued final reg-

_ulstions that placed conditions for sale
‘and other restrictions on the distribution” |
of hesring slds, thus making hearing .

aids restricted devices. -

"Fhe Commissioner is also proposing to-

add to §807.3 (21 CFR 073} & HOW
paragraph ) that defires “classifica~’
tion pame” to méan the term used by
the elassification panels in the classifi- -

. cation process under section 513 of the .

act (21 U.S.C. 3600) to describe s deyice

‘of class of devices. The use of this term

will faciliiate the coliection, organiza- -

. tion, and retrieval of device listing infor-
motion in that a st of “classifieation =

names” will be: provided by FDA to
persons required to- submit such listing
information. o -

" “The Commissioner is also proposing,
for ciarity, definitions for “representa-
tive sampling of adveriisemenis” and
“representative sampiing of sny other .

‘inbeling” in proposed § 807.3 (k) and M« -

respectively. ‘
C WHO MUST LIST DEVICES

tabiishment reguired to register under
Part 807 is also required to list all de-
_vices. The registration and listing re-
quirements shall pertain {o any person
wiio co : .

i. Initiates or develops speciﬁcations‘

‘for & device that is to be manufactured

for him for subsequent commercial dis-
tribution by him. | . _
2. Manufacturers forc cmmercial dis-
tribution s device either for himself or
for snother person. L
3. Repackages or relabels g device. . -
4. Imitially distributes & device im-
ported into the United States. * 7
5. Manufacturers componenis or 8gc-

_pessories that are ready to be used for

eny intended health-relafed purpose and
are packaged or labeled for commercial
distribution for such heslth-related pur-
pose, e.g. blood fiters, hemodialysis .

‘tubing, or devices which of necessity

must be further processed by a licensed
practitioner or other qualified persons
to meet the needs of a particular patient.

-e.g., & manufacturer of ophtbalmic lens .

blanks. Any. owner or operator who is
exempted from the registration require-
ments is also exempted from the listing
requirements. oo SR
‘Proposed § 807.26- (21 CFR 807.20) has
been amended to. provide that listing in-
formation may be submitied by the par-
ent, subsidiary and/or affiliate company

_for all establishments when operatlons

are condycted at more than one estab-.
tishment snd there exists joint owner-
ship and control among.all the estab-
lishments. Listing informetion must be
submitted whether aor not the output of
the establishment or any particuiar de-
vice so listed enters interstete commerce. '

.. TIMES FOR LISTING

The agency Intends to implement de-
vice listng lmmediately, before the ef-
-fective date of the fnal regulation based
on this proposal. Section 510.0f the act is,
self-executing, Le., its effectiveness does
not depénd on promulgation of agency -

' Any owner ar operator-of a device €s- '

-
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 tablishments that are required to register ~. turer is

", tions (21 CFR 807.3(2)) and will also be -

. quirements by December. 31, 1877, re-

-_efal distribution within 99 days-of recefv~

" PROPOSED RULES -

ftal dlsteibutor. ‘The foreign mentifae-
: required by proposed § 807.40 to -
must comply with the device Iisting re<: .list his devices. The  requirements ‘of
' §4 807.22(c) and 807.40 will provide FDA. .
gardless of whetlier FDA has published with a cress-check system to assure that
final device liating regulations that pres - foreign manufacturers comply with th
scribe the form and manner for prepara- ~ devics listing requirements. .
g‘f’égfotrge éf?&ﬁ%%emgﬁgé‘liﬁfwmﬁ * INFORMAYION REQUIRED IN A DEVICE LISTING -
complying with the statute. oL
- Device listihg forms wili be mailed to
all official corresbondents, ag defined In |
the establishment registration regula-

“Jeguintions. Owhers and operators of es-

()) describes the informstion required
‘to be included on Form FD-289%2. - ..

devices be listed on Form FD-2892 by

avaflable from FIDA upon request in ac¢- classification neme, proprietary name, if.

cordance with the proposed regiation;’rany, shd common or usyal name. The

agency will provide a list of classification
names for devices when it sends official

correspondents coples of Form FD-2892.

This list, compiled by FDA advisory com-

Owners or operators required to submit
device listing mustsubmit the initial list-
ing of a1l devicey they have in commer-

ing the device Hsting package from FDA,

‘2 buttioddter than December 31, 1977.An sification panels, will facilitate the col.-

e

.. . “device lsting informatitn at any -time,
“hut are required to do go each June and -

-y

. ¢ vice listing information within 30 days
after entering inte such en operation.-

2

T extensioh. of this deadline will be con- )
_“ sidered for those owners-or, operators . Tequired device . listing information,

" writing to the Bureau of Medical Devices :

. “Bection, Food and Drug-Administration,
oo suDepartment of Health, ‘Educstion, and .

.’ forms fo be submitted, and a date
" the ownér or operator will complete the

" ing) is the epproved form for submitting
. device listing information: A supply of
- these forms will be mailed to all esiab-~
" the-Registration and Listing Section at

- (b)) provides that a separate Form FD-

" istics such as size, package, shape, color,

- requested by FDA, the proprietary name, '

. lection, organization, and retrieval of -the

thereby simplifying the tesk of process--
ing the large amount of Iisting informa-
“tion expected. Owners and, operators
‘will be able to Hst multiple varlations of

“who specify a néed for an extenslon.in
(HFEK-124), Registration and Listing

Welfare, 8757 'Georgia ~Ave., thus reducing the reporting burden for

‘iiclude the Feason(s) for requesting an’ _
-extension, the 'af.pproxlmat.eeqninnbegr”of : fleation names will aiso provide the basis
' when - for identifying manufacturers of class I
" and class 1T devices who are subject to

listing requirement. _ mandatory biennial. inspection under

v

. Ownersor operators who have,ﬁog pre-, . section 510(h) of the act and will iden-
+viously entered into an operation requir- A
Cing device listing must submit their de=":" Section 5I0()) (1) (A} of the act re-

| tify devices that have not been classifled.

quires that a device list include a refer-
ence to the authority for the marketing
‘of 8 device for which s performance
standard has been established under sec-
tion 514 of the act or which ls subject
to section 515 of the act. Proposed §.807.-
. 25¢(£)(2) and (3) implement this provi-
< sion. . .

_ Proposed § 807.25(£) (2) requires that
"when a device is subject to a perform--
ance standard under section 5i4 of the
-get or sectionn 358 of the Public Health
Service Act as amended by the Radia--
tion Control for Health and Safety Act,
the registrant must enter the Code of
Federal Regulations citation for the ap--
plicable stendard. .
~ Proposed § 807.25(1)(3) requires that
.when & device is the subject of an ap-
proved premarket approval application
pursusnt to section 615 of the act, or an
approved new drug application pursuant
to section 505 of the act, or an approved
antibiotic form 5 or 6 pursuant {o sec-

Owners of operators may update their.

December, in accordance with proposed
§ 807.30 (21 CFR 807.30). - - ;

_ HOW AND WHERE TO SUBMIT LISTING -
Form FD-2852 (Medical Dévics List-

lishiments registered with FDA. ‘These
forms may be obtained upon request from-

the address set forth above or from FDA
district offices. . . B}
Proposed § 807.22(b) (21 CFR 807.22

2892 must be submitted for each device
or device class listed with FDA. Devices
heving varlations in physical character-

or composition should be eonsidered to

be one device, provided the variation does

not change the function or intended use-
of the device.

Propoged - section 807.22(¢c) provides
that the initial distributor of an imported
device Is not required to submit a Form
F13-2892 for each such device. But he
shall submit, for each device for which
he is the initial distributor, the name and
address of the foreign manufacturer, He
must also be prepared to submit, when

enter its assigned FIDA number, .
Proposed” § 807.25(1) (4) requires that
the registrant enter the nameé gnd regis-
tration number of every establishment at
which the listed device is manufactured,
repackaged, or relabeled. The registra-
tion number is the seven <iglt number in
block 12 of Form FD-2891 (Initial Regls-
fration of Device Establishmént) as-
signed at the timé of registration.
Proposed § 807.25(f) (5} requires that
when the registrant is unebie to find an
if any, and the common or usual name appropriate classification name for his
of each device for which he is the ini- device on the list provided by FDA in
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- mame.

Proposed § 867.25(f) (21 CFR 807.25

ginal

mittees that are serving as device clas-

"however, to report

a -device under one classification name, -

tton 507 of the act, the regisirant shall

52809

the dévice Listing backage, he must sub-
mit 1sbeling sdeguate to describe the Inie - -

-tended use of the devics, FDA then will -

sssign . an  appropriate - classification
T UepATING DEVICE masTING . -
Proposed  § 807.80(a¥ . requires that
Form FD-2892 be used for updating de-:
vice listing Information. - ~:. o
The FDA control of each Form FD-
2893 will be based on the use of the orf- .
‘document number that is printed -

origingl document number shall appear.

“in biock 2.on any form subsequently
" usged- to update the listing Informstion -
‘for thé device snd on sny cofréespond- "

ence relating to the device. ~ - . .
Proposed § 807.30(b) requires the reg-
istrant to update his device lsting nfdr-
maetion eésch June and Decemnber If any
change has occurred in sny infermation -
included on the Form FD-2892 since hiz
Iast report. The registrant is encouraged,
& change at the time
_ The following changes require the sub-
mission of Forud FD-2833 to update de- .
vice ligting information: . <

"1, The introduction by the registrant

into comnercial distribution of a device .

' i he does not currently have listed with |~
“¥DA & device of the same classification -

neme. A compisie form must be submit-
ted for such s device, evern if the device
hed ‘been the subject of & premarket
notifieation submissien. .~ .~ = -

. 2/ The discontinuance of commetcial
distribution of a device if the regisirant

s discontinuing commercial distribution

of all devices of the same classification

- pame, The device shell be identified by
proprietary -

the ~ classification name,
name, if any, the contimon or usual name,’
the original document number, and the
date of discontinuance. It is reguested,
but nét required, thet the reason for dis-
continuance of distribution be included
with this infermation. -
- 3, 'The resumptien of commercial dls-
tribution of a device that had been pre-
viously listed with FDA is discontinued.
The device shall be identified by the clas-
sification name, proprietary name, and
common or usuel name of the device, the
origingl document number, and the date
of resumption. ..

4, Any material chapge in any Infor-
mation previously submitted.
- Proposed § 807.30(c) provides that up-
dating is not requlred in June and De-
cember if no change has occurred since
the previous submission. :

ADDITIONAL INFORMATION

Section 510¢}) of the act regulres that
the listing information flled with FDA
also include labels, labeling and, in some
cases, advertisements. A Itberal fnter-
pretation of the act would lead to the
submission of, and require the subse-
quent storage of, Information that FDA
may not have immediate need for and,
unless constantly updated by the owner
or operator, would be out of dale when
needed. To alleviate this problem, the
Cominissioner Is proposing in § 807.31 (21
CFR 8017.31) to require that the owner

30, 1977
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or operator msintain a historical file of
Iabels, labeling, and, for restricted de-
vices, “advertisements, and make all or
part of that file available to FDA upon
request. The Commissioner does not be-
lieve this imposes & major burden on in-
dustry because maintaining such Iinfor-
msation is consistent witb good ma.nuf&c-
turing practice.

Labels, labeling, and advert!sements
will be requ&bed by letter. In certain
cases in the instruetions sccompanying
Form FD-2882, FDA regiests that labels
or labeling be submitied along with the
device listing form.

Section 516(§) (1) (D) . of the act, bro-
© vides that the Commissioner may re-

quest, for & particular device, & statement
of the basis upon which the registrant
hss determined that. the device is not
subject to section 514 or 515 of the, act.
_Sectlon 807.31(b)(3)  implements, this
provision.

Proposed §80’T.31(b) (4) also requires-

that the owner or operator must provide,

when requested by FDA, a statement of

the basis for beMeving that the device
listed is a device and not & drug. Seotion
. B10(j) of the act requires that such s
statement be included in the listing in-
formation. The Commissioner believes
that, in most cases, it will be obvious that
‘the product is & device and not a drug

and is therefore requiring that this state-' -

ment only be submitied when 'requested.

Finally, proposed § 807.31(b}(5) pro--

vides that owners or operators who man-
ufacture devices for distribution -under
labels other than their own must, upon
request, furnish FDA with e list of these
privete label distributors for whom they
manufacture devices. In the case of pri-
vate Iabel distributors, identical devices
. mey be marketed under many different

distributor labels without identifying the

manufacturer. Private label distributors

are exempted from registration and list-
ing. The agency does not want the same

device listed numerous times (by the’

manufacturer and by each distributor).
But In certain situations, such as & device
recall, it becomes necessary to know all
priva.te Iabel distributors of a device. Pro-

‘ posed § 807.31(b}(5) would assure that
FDA can obtain this infotmation in these
sltuations.

PUBLIC DISCI.OSU_RE GF DEVICE LISTHS’GS

Under proposed § 807.37(h) (21 CFR
8Q7.37(b)), the iInformation submitted
- pursuait to these device listing proce-
dures will generally be available for
public diselosure. This includes all Forms
FD--2892 submitted. It also Inecludes sll
Iabels, labeling, and advertisements that
have been subpmitied and all ether data

and information submitted that has be~ -

come & matter of public know}edge.
PROCEDURES FOR FOREIGN ESTABLISHMENTS

Proposed § 837.40(b) . requires that
every forelgn device establishment that
exports devices into the United States
shall comply with the device listing re--

quirements whether &t not the establish-
‘.ment i3 also registered, unless it falls
within the exemptions ‘from registra-
tion in § 807.65.

-
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PROPOSED RULES

Proposed §807.40(c) provides that & .

device may not be imported from a for-
-elgn “device establishment fnte the.
United States, ezcept a device imported -
or offered for import that has in effect
an epproved exemption for . invesiiga-
tional use pursusnt tc FDA regulations
under section 520(g) of the act unless {¢
is first the subject of a device lsting.

The device listing information shall be -

in ‘the English language. (FDA regula-
$lons under section 520{(g} of the act
were proposed in the Feperal REGISTER
of August 20, 1876 (4] FR 35282}.)
Proposed § 807.40(d) provides that
foreign device establishments shall sub-
mit, as part of the device lsting, the
name and address of the establishment
and the name of the individuel respon-
sible for submitiing device listing infor-
mation, Any changes in this information
shali be reported to FDA at the intervals

specified for updating device listing'

inférmation. i o

" ENVIRONMENTAL YMPACY

*The Commissioner has delermined
that the proposed regulation is not cov-
ered by § 25.1(b} (21 CFR 25.1(b)) and,
25 a result, consideration by FDA of the
need for preparing an envirommental fm-

-pact statement is not required.

Therefore, under the Federanl Food,
Drug and Cosmetic Act (secs, 30i(p),
and {(q)(2), 501, 502, 608, 516, 518, 701
(2}, b3 Stat. 10421043 as amended, 1648
1250 as emended, 1055, 90 Stat. 576-580
(21 U8.C. 331{p) and (qQ) (2}, 351,352,
358, 360, 3661, 3T1(a))) and under au-
thority delegated to the Comimissioner

21 CFR 5.1} is is proposed that Parts 207,

607, and 807 be amended as follows:

PART 207—REGISTRATION OF PRODUC-
ERS .OF DRUGS AND LISTING. OF
%%1;?5 N COMMERCIAL DISTRIBU-

1.In Pa.rt 207, by a.mendmg s 20'&6%(1)
by adding & senfence at the encl of the

HATIONAL, HEALTE str:;n TTEMS CODE .« Daragraph, es follows: =

The agency has supported the National -

‘Health Relsted Items Code (WHRIC) -
8s & system for the identificafion and -

numbering of marketed device packages.

- The use of this number provides com-

patebility wiith other numbering sys-
tems such as.the Nationsl Drug Code
(NDC)  end Universal Product Code

(URC). The support of this system in -
addition to device listing would require,
some. duplication in reporting on the.
part of manufacturers and dlstribumrs

and processing on the part of FDA.
‘The agency now plans to limit the sup-=

. port of the NERIC system and no longer

mgintain the NHRIC dats base. Those
meanufacturers and distributors who de-

sire. to use the NHRIC: humber for’

unigue product identification may apply

to FDA for s laheler code. This labeler:
code is the first segment in the two-seg- . -

men{ NHRIC system. Participating
manufacturers and distributors will then
complete the code by identifying their
devices with a sequential number. The -
manufacturer or distributor wil the}n
assume -responsibility for maintaining

“this number.

Those manufacturerg or distributors

- currently participating in the NHRIC

system may continue to use ihe numbers
assigned, but no longer should submit
update informeation toe FDA,

The agency proposes no requirement
for placing the NHRIC number on de-

vice Iabels, but those manufacturers or

distributors choosing to do se should éis-
play it prominently in the top third of
the principal display panel.

When placed on device labels,. the
NHRIC number should be preceded by

the letter H to distinguish it from NDC '

or UPC numbers. Manufacturers and
distributors of in vitro diagnostic prod-
ucts previously assigned NDC numbers

may retain those numbers, but are re-

gquested to change the prefix from N to
H as label revisions cccur.

Comments are requested from those

manufacturers or distributors interested
in such numbering systems.

§207.65 Exemptlions. -for domestic es-
tablishmments.

® s . e % .

ey o+ ¢ ¢ Tl paragraph does not ex-
empt such persons from registration and
listing for medical devices reauired un-
der Pg,rt 807 of this chapter,

S -

PART 607-—-ESTABLISHMENT REGISTRA-
TION AND PRODUCT LISTING FOR
- MANUFACTURERS -OF HUMAN BLOOD
AND BLOOD PRODUCTS

2. In Part 807, by amending sso'z 65
{e) by adding a sentence at the end of
the pﬂ.ra.g’raph a.s follows:

§ 607.65 Exemptions for blood product
establishments.

e @ 2 [} * e -

" {e) * *-* This paragraph does not ex-
empt such persons from registration and
listing for miedical devices required un-
der Part 80'2 ot this chapter.

‘ﬂ: - . m
PART 807—-ESTABLISHMENT REGISTRA-
TION FOR MANUFACTURERS OF DEVICES

3. Part 807 is amended as foliows:
a. In § 807.2, by adding new paragraphs
), (), k), and (1) to read as follows:

§ 807.3 Definitions.

[ & L & L

(1) “Restricted device” means a device
for which the.Commissioner, by regula-
tion under §801.109 of this chapter or
ctherwise under section 520(e). of the
act, has restricted sale, distribution or
use only upon the written or oral au-
thorization of a practitioner licensed by
law to administer or use the device or
upon such other conditions as the Com«
missioner may prescribe.

(j) “Classification name” means the
term used by the Food and Drug Admin-
istration and its classification panels to
describe a device or class of devices for
purposes of classifying devices under sec-
tion 513 of the act.
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vertisements” means typical adverilsing
material that gives & balanced picture of
the pmmotioml cls,lms be!ng used for
the device.

¢ b “R;em‘esentative sampnng of - any'
other labeling”  means §ypical Iabeling”
material (excluding Iabels and package
inserts) that glves a balanced.picture of -

. the promotionsl claims being used - for
the device, -
- B. In § 80720, by revising the seciion
. heading, Introductory fext of paraghaph
1(a) , and paragraph (b) tc i‘ead as fol-
OWS:

8 807.20 Who sinust regxsier and sulmm
! devme List.

“{a) Anhy owner or. operalor of an es-~

tabhshment not. exempt under section
516¢g) of the aot or Subpart. D of this
part who is engaged in the manufacture,

preparation, propagatfon, cempounding, -
* agsembly or processing of s device in-

- tended for human ‘use is required. to
_ register and to submit a Hst of every de-
vice in: commercial distribution  (excapt

that Iting information -may.be sub-.

mitted by the parent,
.. filiate company - for.-

bsidiary, or af+
the establish~

" ments under the control of one of these’
. “organizations when operations are comn--

- ducted.at more than one establishment

and there exists joint ownership and

> - control among ail the establishments).
.+ The ferm device inciudes all in vitro

B diagnostic products snd in vitro diag-’
- . nostic biological products not-subject to

_.Heensing under section 351 of the Public
Health Service Act. Such owner or cpera-
tor is required to register his pame,
_places of business, and sll such estab-
lishments and to
whether or not the, output of such ei-
tablishments or any particular device so
listed enters interstale commerce, The
registration and lsting requirements
shall pertain to any person who:

&« . % - . L] e

(b) No registration or listing fee.;is
required. Registration or listing does not

constitute an admission or agreement or’

determination that a product is g “de-

vice” within' the mesning of secticn .

201¢h) of the act.
¢. By revising § 807.21, §0 read as fol-
lows:

'§ 807.21 Tlmes far estahhshment regis- -

tration and device listing, .
" The owner or operator of an establish-
‘ment entering into, or currently engaged
in, an operation defined in § §67.3(c) and
not currenily registered shsll register
the establishment by October 22, 1877.
The owmer or operator of an establishi-
. meni who has not previously entered
- into an operation defined in § 807.3(c)
shall register within 30 days after enter-
ing into such an operation and submit
device listing information at that time.
s Qwners or operators of sall establish-
ments shall update their registration in-
formation annually between November
" 15 and December 31 and shall update
their device listing information every
June and December,

[ e Lo e
(k3. “Hepresenfative sampling of ad- -

Jlist such devices .

: PROPOSED RULES

d By revismg § 807. 22 to read as fol-
lows:

§ 80729 - : How smd whiere to reguter esi

. tablishiments and list devices,~ - 7

-

(a) The first registration. of a device
ostablishment shell be on Form FD-28
(Initial Registration of Device Estab«
lishment). Forms are cbiainable on.re-
quest from the Bureau of Medical De-
vices (HFE-124), Food and D Ad= -
ministration, Department of eaith,
-Education, and Welfare, 8757 Céorgia

Ave., Silver Spring, Md. 20910, or from

the Food and Drug Administration diss.

" trict offices. Subsequent annual registra-7%

tion shall be accomplished on Form FD-:

. 2801(a) _(Registration of Device Hstab-

lishment), which will be furnished by
the Food and Drug Administration before
November 15 of each year to establish-
‘ments whose registration for that year
was validated pursuant to § 807.35(a)::
The completed form shall be mailed

‘the shove-designated. addras befare De-

~cember 31 of that year.

(B) The initial listing o! deviees and
subsequent June and Décember updat-
ings shall be on. Ferm FD-2892 (Medical ~
“Device -Listing), Forms are obtainable

- upon reguest as deseribed in paragraph

(a) of this section. A separgate Feoron FI3-
-2892 shdll be submitted for each dgvice
or device class lsted with the Food and
Drug  Administration. Devicés . .heving
variations in physical characteristics
such as size, package, shape, colof, or
composition should be considered to be
one device, provided the variation does

. ‘not change the function or intended use

of the device. In lleu of Form FD-2892,
tapes for computer input may be sub-
mitted if equivalent in ail elements of

"information as specified in Form FD-

'2892, All formats proposed for ‘use in
lieu of Form: FD-2892 require inttial re-
view.and approval by the Food and Drug

_ Administration.

¢¢) The initial distributor within. the

. United States of an imported device is

not required to submit a Form FI-2892

for each such device, However, he shall -
-submit, for each device for which he is
the initial distributor, the name and ad+
dress of the foreign manufacturer. The
initial distributor shall slso be prepared
to submit, when requested by the Food
and Drug Administration, the proprie-
tary name, if any, and the common or
usual name of each device for which he

- i3 the initial distributor. The initial dis-

tributor shall update the tnformation re-
quired by this paragraph at the intervals
specified in § 807.30. .-

e In § 807.25, by revislng the section
headitig and by adding new peragraph
(£}, to read as follows:

§ 807.25 . Information required or re-
quested for  establishment registra- .
tion and device Eisting.
® * & ® ) L]

(f) Form FD—zBQz is the approved
form for providing the device ilstlng in-
formation reguired by the act. This re-
quired information includes the fol-
lowing

a3 The 1dentlﬁcation by classification

name, proprietary name, and common or

“‘"i'i-'l

5%11

umml name of each ’device that is being
. manufectured, . prepared, propsgated,
comipounded or processed for comuner-
elsl distribution thet bhas not been ins
‘cluded In. any Hat 6f deviees prevleusly
submiteed on ch FD-2892 AR

@Y The Code of Federal Regrlmtiens
‘citation for any applicable standard for
the device under section 514 of the sct
or section 358 of the Public Health Serv-
ice Act, as .amended by the Radiation
Coiitrot for Health ghad Safety Act. '

(3) The assigned Food and Drug Ad-
ministration number of the approved ap-
plicatlon for each device listed that is

subject to sect!on 508, 50‘?, or 515 of i;he .

act .
- (4) The ns.me a.nd reglstration number

of every device:eitablishment at which

the device i3 manufactured repackg.ged L

or relabeled. !

(5) Labeling: adequate t;o descrlbe the
intended use of a device when the dwner
or operator 1§ unable to find an appro=-
priate clussification name for his device

on:the list provided by, the Food and.
Drug A&ministmtion in the @evice listing -

kege.
f.By. ad&ing ‘new 586'2‘30. to read as
follows: -~ -

§ 807.30 'Upda!mg Jevn:e lls:mg infor-

‘ manon.

(&) Form BD-2802 ‘shall bé uséd to -

update devite listing information. The
original decument number preprinted on

'y

each Form FD--2892 shell appear in block -

2 on the form subsequently used to up-
date the listing information for the de~

vice and on any correspondence related . ‘

to the device. - -

(b) 'The owner or opemtor shail update
his device Isiing information during
enchi June and December or, at his dis-
cretion, at the time the change occurs.
_The foilowing lm‘orma,tion shall be gub-

‘mitted:

-1} All the hﬂomtation required by
1807.25¢(f)  for. each device that the
owner or operator hds Introduced Into
commercial distribution, if the owner or
operabor does not currently- heve listed
& device with the same classification

.{2) The identification by classification
name, propriefafy name, and common or
usual neme of each device previously
“listed pursuant to § 807.25(0) for which
commercial distribution hss been dis-
continued, the original document num-
ber, and the date of discontinuance. Neo
report is required unless the manufae-
turer hes discontinied commercial dis-
tribution of all devices with the same
classification name, It is requested but
not required that the reason(s) for dis-
continuance of distribution be included
with this Information. ‘

(3) .'The identification by classification
name, proprietary name, and common or
usual name of each device for which &
notice of discontinusnce was -submitted

pursuent to paragraph (b) (2) of this
section and for which commercial distri-
"bution has been resumtied; the date of
resumption; the original document num-
ber which appears in block 1 of Form
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FD-2682; snd any other information
required by § 807.25{f) net prevmus!y
submiited.
(4) Anymat&ialchammmymfor-
siitbmitiad.

mation previcusly
(3 Updat.ing is - nob xequired it no.

- change hss occurréd sgioce the pre-
viously submitted list, -

g. By adding new §807£L to rea.d as
follows: . -

g 307.31 Addnzunal hsamg n&formamm.

(2) Each owner or cperabor shan
maintain & historical file comtaining all
labels and labeling for every device aznd#

&dvertismnems for eech restricbed c_ie«- i

vice, :
" (k) Each owner or opemhor shall be. -
prepared to submit to the Food and Drug
Administration the informsation listed
helow. This -fnformation shall be  sub-

PROPQSED RULES

b,oldet of the reg!stration is leg&lly quall..
fled to deal in such devices and does not
represent & determinstion by the Food
and Drug Administration as to the status
of any device.

i By revising § 807. 3'1 fo read as iol—
. lows:

§807.37 Inspection of eslablxshment
. registrsiions end product listings. -

(a) A copy of the Form FD-2881 and -

- FD-2801(a) filed by the registrant will
be avallable for imspectlon pursuant to
-section 510(f) of the act. at the Bureau
" of Medical Devices (HFK-124), Food and
“Drug  Administration, Depa.rt;ment of

Health, Education, and Welfare; 8757

- Geprgla Ave,, Silver Spring, Md. 20810,
In addition, therefwm be availabls for
inspection st each of the Food and Drug

Administration district offices the same-

mitted to the Food snd Drug Admm’ 5 Information for firmms within the geo-

tration only upon specific request:

. (1) For s device that is s restricted
devics, & copy of all lebeling for the de--
vice, & representaiive sampling.of adver-
. tisements. for the device, .and,’ forgood
catise, & copy of all advm'usements for -
a particular device. -

(2) For s device: tha.tisnotare-‘

stricted device, the label and package .
insert for the device and s Tepresenta-

Hve sampling ot ‘any ott;er Mbeling for .

. the device..
(3. For & particular device, upun re-
quest by the Commissioner, & sbatement

+ of the basis upon which the registrant

has determined that the device is not
-gubject to section 514 or 515 of the act.
“{4) For & particular device, a state-
mert of the basls for believing thai the
product is & device rather than a drug.
(5) For & device that the owner or
operator has manufactured for distel-
bution under a label other than his own, .
the pames of all dismubm for whom u;
‘has been manufactured. -
~ h. Tn § 80735, by revising paragraph
(¢} to read fs follows:
5,307'35 Notification of regiqﬂrsnt. o

. 2
s - .. @ 3 e

(¢} Although establishment reglstra-

tien end device listing are raquired to~
engege in the device activities described
in § 807.20, validation of registration and
the assignment of a device listing num-
ber in tself does not estabiish that the
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" mation not ]
. (b)(13 of this section shall be submitted
and handled in accordance with Part 20

graphieal area of such district -office.
Upont -request and receipt of & self-
addressed stamped envelope, verification -
of registration number or location of a

reg’istered mtabnshment will be 'pro«‘

vided. - .
~-Ch) (1) The foﬂowing informatien filed

‘pursusnt to the device listing require- .

ments will be avanab!e ror puhuc dis-
closure:
" {§) Each Form FD-2892 submitted.

. (ii) ALl iabels submitted. - ..

(if) All lsbeling submitted.

(iv) All advertising submitted '

(v) All data or mformation that ‘has
aiready become a mabter of puhuc
knowledge.

(2} Requests for device listing infor-
mation identified in paragraph - (b) (1)

 of this section should be directed fo the
© Bureau of Medical Devices (HFK-124),

Food and Drug Administration, Depart-

ment of Health, Education, and Welfare,

8767 Ceorgia Ave, Sﬂver Spring 34,
20919
(3) Requests for device listing Infor-

jdentified in paragraph

‘of this chaptler.

J. By revising § 807.40, to read a8 101-
lows.

§ 807.40 -Esubllshmenl regm&rnlion and

‘product listing for foreign manafac-
~_wurers of devices. -

{a} Foreign device wtablishments

that export devices !nto the Un!ted

e -

".‘:3‘. -

;-

Btates are requested to regi.si;er in ac-
cordance with the procedures of Subpart
B of this part, unless exempt under Sub-
pert D of this part.

(b} Foreign device establishiments that
export devices Into the United States,

. whether or not the establishment is reg-

" jstered, shall comply with  the device
listing requlrements unless exempt from
registration as stated in § 807.65.

- {¢} A device may not be imported trom
& foreign device establishment into the
United Stetes, except a device imported
or. offered for import that has in effect
an spproved exempiion for investiga- -
tional use pursusnt fo section 520(g) of
the sct; unless it is first the subject of &

-device listing. The device listing informe-

tion shall be in the English language.
- (d) Foreign device establishmenis
shall gubmit, as part of the device Usting, -

- the nams and address of the establish-

.paent and the name of the individual re-
‘sponsible for ‘suhmitiing device listing
informstion. Any changes in this infor-
mafion shall be reported to the Food and
Drug Administration ai the intervals
. specified for updating device list!ng in-
formation in § 807.36(x}.
Interested persons may. on.or before .

November 31, 1877 submit to the Hearing . -

Clerk (HFC-20), Food and Drug Admin-
istration, Rm. 4-65, 5600 Fishers Lane,

Rockville, MD 20857, written comments - _

regerding this proposal. Four coples of
all comments shsll be submitted, except.
that individuals may submit single coples

of comments, and sheall be identifled with . -

- the Hearing Clerk docket number found
in brackets in the heading of this docu-
ment. Received commenis may be seen
in the above office between the hours of
9 am. and 4 pm,, - Monday through
Friday.

The Food and Drug Administration
has determined that this document does
not contain a major proposal requiring
preparation of sn inflation impact state~
mext under Executive Order 11821 and
OB Circular -A-107. A copy of the in-
fiation impact assessment is on file with

ihe Hearing Clerk, Food and Drug Ad-

Dated: September 22 1977,

T Witiiax F. RANDOLPH,
PR Acting Associate
Commisstoﬂer Jor Compliance.
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